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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 05 March 2008 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 1-13 is/are pending in the application. 

4a) Of the above claim(s) 1-9. 12 and 13 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) KI Claim(s) 10 and 11 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)^ All b)n Some * c)^ None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of vitamin C and carnitine in the reply 
filed on 03/05/2008 is acknowledged. The traversal is on the ground(s) that they 
do not need to elect a specie with respect to the molecule that stimulates energy 
metabolism and/ or a specific antioxidant. This is not found persuasive because 
According to the MPEP, in application where only generic claims are presented, 
restriction cannot be required UNLESS the generic claims recite or encompass 
such a multiplicity of species that an unduly extensive and burdensome search 
would be necessary to search the entire scope to the claim. See MPEP 
803.02> and 809.02(a). Such is the case in Applicant's independent claims 10 
and 1 1 . 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 1-9 AND 12-13 are withdrawn from further consideration pursuant 
to 37 CFR 1 .142(b) as being drawn to a nonelected invention, there being no 
allowable generic or linking claim. Election was made without traverse in the 
reply filed on December 3, 2007. 

Claim Rejections - 35 USC §112 

Claims 10 and 1 1 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
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reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. 

The description requirement of the patent statute requires a description of 
an invention, not an indication of a result that one might achieve if one made that 
invention. See, e.g.. In re Wilder . 22 USPQ 369, 372-3 (Fed. Cir. 1984). (Holding 
that a claim was not adequately described because the specification did 'little 
more than outline goals appellants hope the claimed invention achieves and the 
problems the invention will hopefully ameliorate.') 

Mere indistinct terms (such as "a molecule that stimulates energy of the 

cell" used herein), however, may not suffice to meet the written description 

requirement. This is particularly true when a compound is claimed in purely 

functional terms. See Univ. of Rochester v. G.D. Searle . 69 USPQ2d 1886 

(CAFC 2004) at 1892, stating: 

The appearance of mere indistinct words in a specification or a claim, even an 
original claim, does not necessarily satisfy that requirement. A description of an 
anti-inflammatory steroid, i.e., a steroid (a generic structural term) described 
even in terms of its functioning of lessening inflammation of tissues fails to 
distinguish any steroid from others having the same activity or function. A 
description of what a material does, rather than of what it is, usually does not 
suffice.... The disclosure must allow one skilled in the art to visualize or 
recognize the identity of the subject matter purportedly described. (Emphasis 
added). 

Conversely, a description of a chemical genus will usually comprise a 
recitation of structural features common to the members of the genus, which 
features constitute a substantial portion of the genus. See Univ. of Calf. V. Eli 
Lilly, 43 USPQ 2d 1398, 1406 (Fed. Cir. 1997). This is analogous to enablement 
of a genus under Section 1 1 2, H 1 , by showing the enablement of a 
representative number of species within the genus. 
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A chemical genus can be adequately described if the disclosure presents 
a sufficient number of representative species that encompass the genus. If the 
genus has substantial variance, the disclosure must describe a sufficient number 
of species to reflect the variation within that genus. See MPEP 2163. The MPEP 
lists factors that can be used to determine if sufficient evidence of possession 
has been furnished in the disclosure of the Application. These include the level of 
skill and knowledge in the art, partial structure, physical and/or chemical 
properties, functional characteristics alone or coupled with a known or disclosed 
correlation between structure and function, and the method of making the 
claimed invention. Disclosure of any combination of such identifying 
characteristics that distinguish the claimed invention from other materials and 
would lead one of skill in the art to the conclusion that the applicant was in 
possession of the claimed species is sufficient. MPEP 2163. 

Here, the specification does not provide a reasonably representative 
disclosure of useful "molecules that stimulates energy of the cell" generally, a 
potentially huge genus inclusive of many different compounds having widely 
divergent structures and functions. 

Claim Rejections - 35 USC §112 
(Scope of Enablement) 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of tine invention, and of tlie manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 
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Claims 10 and 1 1 are rejected under 35 U.S.C. 112, first paragrapli, 
because the specification, while being enabling for the treatment age related 
alterations in the skin, does not reasonably provide enablement for prevention of 
age related alterations In the skin. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to 
practice the invention commensurate in scope with these claims. 

To be enabling, the specification of the patent must teach those skilled in 
the art how to make and use the full scope of the claimed invention without 
undue experimentation. In re Wright . 999 F.2d 1557, 1561 (Fed. Cir. 1993). 
Explaining what is meant by "undue experimentation," the Federal Circuit has 
stated: 

The test is not merely quantitative, since a considerable amount of 
experimentation is permissible, if it is merely routine, or if the specification in 
question provides a reasonable amount of guidance with respect to the direction 
in which the experimentation should proceed to enable the determination of how 
to practice a desired embodiment of the claimed invention. PPG v. Guardian , 75 
F.3d 1558, 1564 (Fed. Cir. 1996).^ 

The factors that may be considered in determining whether a disclosure 
would require undue experimentation are set forth by In re Wands , 8 USPQ2d 
1400 (CAFC 1988) at 1404 where the court set forth the eight factors to consider 
when assessing if a disclosure would have required undue experimentation. 
Citing Ex parte Forman . 230 USPQ 546 (BdApIs 1986) at 547 the court recited 
eight factors: 



' As pointed out by the court in In re Angstadt . 537 F.2d 498 at 504 (CCPA 1976), the key word is 
"undue", not "experimentation". 
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1 ) the quantity of experimentation necessary, 

2) tlie amount of direction or guidance provided, 

3) tlie presence or absence of working examples, 

4) tlie nature of tlie invention, 

5) tlie state of tlie prior art, 

6) tlie relative skill of those in the art, 

7) the predictability of the art, and 

8) the breadth of the claims. 

These factors are always applied against the background understanding 

that scope of enablement varies inversely with the degree of unpredictability 

involved. In re Fisher . 57 CCPA 1099, 1 108, 427 F.2d 833, 839, 166 USPQ 18, 

24 (1970). Keeping that in mind, the Wands factors are relevant to the instant 

fact situation for the following reasons: 

1. The nature of the invention, state and Dredictabilitv of the art, and 
relative skill level 

The invention relates to the treatment of skin for, inter alia, effects of 
ageing. The relative skill of those in the art Is high, that of an MD or PHD. That 
factor is outweighed, however, by the unpredictable nature of the art. As 
illustrative of the state of the art, the examiner cites Fisher et al. Mechanisms of 
Photoaging and Chronological Skin; Aging Arch Dermatol. 2002; 138:1462- 
1470. 

Fisher et al. teaches skin, like all organs, ages with the passage of time. 
Therefore any treatment to "prevent" aging of the skin would be unpredictable 
unless the treatment could stop or reverse time. 



2. The breadth of the claims 

Since the instant specification provides no limiting definition of the term 
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"prevention", the examiner will adopt the broadest reasonable interpretation for 
same. Webster's Ninth New Collegiate Dictionary defines "prevention" as "to 
keep from happening or existing", i.e., to completely eradicate. 

Accordingly, the claims are broad insofar as they recite the "prevention" of 
effects of ageing, which would include complete reversal or elimination. 

3. The amount of direction or guidance provided and the presence or 
absence of working examples 

The specification provides no direction or guidance for practicing the 
claimed invention in its "full scope". No reasonably specific guidance is provided 
concerning useful therapeutic protocols for "preventing" effects of ageing. 

4. The Quantity of experimentation necessary 

Because of the known unpredictability of the art, and in the absence of 
experimental evidence, no one skilled in the art would accept the assertion that 
the instantly claimed agents could be predictably used to "prevent" ageing as 
inferred by the claim and contemplated by the specification. Accordingly, the 
instant claims do not comply with the enablement requirement of §112, since to 
practice the claimed invention in its "full scope" a person of ordinary skill in the art 
would have to engage in undue experimentation, with no assurance of success. 



5. Suggested alternative language 
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Since the term "treating" is inclusive of various administrative timing 
schemes and thus provides adequate coverage for all reasonably successful 
therapies (prophylactic or active), the examiner recommends deleting the term 
"preventing" and simply reciting "treatment" only instead. 

Claim Rejections - 35 USC § 102(e) 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described In (1 ) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for patent or 
(2) a patent granted on an application for patent by another filed in the United States before 
the invention by the applicant for patent, except that an international application filed under 
the treaty defined In section 351 (a) shall have the effects for purposes of this subsection of an 
application filed In the United States only If the International application designated the United 
States and was published under Article 21(2) of such treaty In the English language. 

Claims 10 and 11 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Riley et al. (US 2002/0098253). 

Riley et al. teaches a method for treating or alleviating age-related 
damage to the skin comprising oral composition comprising Sacred Lotus which 
contains vitamin C (page 3, [0051]) , which is an antioxidant, may contribute to 
anti-aging effect on skin (page 2 [0017] and page 3, [0051]). Riley et al. teaches 
said composition have numerous skin improving qualities such as restoring skin 
to a more youthful appearance etc. (page 2, [0034-0039]). Riley et al. further 
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teaches that said composition is an effective anti-aging agent and may be 
employed alone or may be used to enhance other ingredients (page 3, [0060]). 

Claim Rejections - 35 USC § 102(b) 

The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described In a printed publication In this or a foreign country or In 
public use or on sale In this country, more than one year prior to the date of application for patent In 
the United States. 

Claims 10 and 11 are rejected under 35 U.S.C. 102(b) as being 

anticipated by Winter et al. (US Patent No. 4,839,159). 

Winter et al. teaches carnitine ( a molecule that stimulates energy) can be 
used in methods to improve skin quality ("dry skin, scarred skin, peeling) or treat 
age-related skin alterations ("dry skin", or "wrinkled skin") (col. 2, lines 33-35, 
claims 6-12). Winter et al. discloses the manner In which carnitine is 
administered to the affected area is immaterial and that carnitine can be 
administered through oral ingestion (col. 4, lines 11-17). 

Conclusion 

No claims allowed. 



Contact Information 
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Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to JUNE ROGERS whose telephone number is 
(571)270-3497. The examiner can normally be reached on M-F 9-6pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Fred Krass can be reached on 571-272-0580. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

June M. Rogers 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



